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Thes ~c.i F’wbes Magazine describe actual patient injuries. I also b&eve &at 
+tIy infections are under-reported due to insuf&ient patient trackj,~& and &at my 
injuries due to device failure are under-reported due to legal h&&y concms. 
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Althou& RklJ’ reprocessors claim that reprocessing has been going on for twenty years, 
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the fist is that this ~8s with respect to reusable devices and opened but Fused single use 
devices. In today’s’cost cutting enviromnent, it is proper to look at &JJ &ssibik m to 
save money, but rqmcessing complex, plastic, single used devices such as biopsy 
forceps, sphbcterotomes, electrophysiology catheters and angioplasty catheters is simply 
not a safe avenue to pursue until these reprocessed &vices receive FDA approval for 
reyse. ,,” 1 ,’ _ 

1 
This practice also poses many ethical questions. There is no me&al b&efii 16 the’ 
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patient, and, it is my understanding, thaz the patient does not receive lower healthcare i 
costs. It is also my understanding that patients are not told that used ‘dGp&z&k’d&ices 
wil1 be used on them. Without such knowledge, patienrs cann& protect tiemseives. As a 
healthcare professional, I want to speak out on their behalf. 
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I ne ney poucy IS arso ~nsur~c~ent to prorecr pauenr surety. 
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Data proving safety and 
-‘ectiv$nc&s;&iI~ o~Iy be required for ‘Sigh risk” devices, and FDA officials IX& s&a 

pub& TI& very few devices tiil be deemed high risk. Reprocesscrs of low risk devices 
will re$ve~ even less regulatory oversight than they do today. As one exampIe, many 
biopsy forceps are Class I exempt devices and will Iikeiy be deemed low risk devices, 
despite studies by manufacturers showing that many reprocessed biopsy forceps sitting on 
hospital shelves are contaminated with drug resistant bacteria. Importantly, biopsy 

~p~ocessors &single use devices claim SO have the equipment and expert&&c&&y _ 

to “properly” reprocess used single use devices. They are, therefore, rnanuf=jurers. in the 
eyes of healthcare workers and patients. In addition, reprocessing a single use device fox 
reuse &anges the device into a reusable device. Accordingly, reprocessors should be 
regulated in the same manner as original equipment manufacturers using the existing 
FDA reguIations for reusable devices. To create a new regulatory policy wastes valuable 
FDA resources and delays regulatory enforcement putting, thus patients unnecessarily at 


